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August 19, 2016

Robert M. Califf

Commissioner of Food and Drugs Administration
U.S. Food and Drug Administration

10903 New Hampshire Avenue

Silver Springs, MD 20993

Chuck Rosenberg

Acting Administrator of the Drug Enforcement Administration
Drug Enforcement Administration

9701 Morrissette Drive

Springfield, VA 22132

Dear Dr. Califf and Mr. Rosenberg,

As South Dakota’s Attorney General and former United States Attorney, I am
focused on making South Dakotans healthier and safer. Iam writing this letter
to add my voice to the discussion about marijuana and its legality as it is a
growing concern for law enforcement and those with real medical needs around
the country. Based on DEA’s recent determination that marijuana will remain
listed as a Schedule I drug under the Controlled Substances Act, it has been
determined to maintain no accepted medicinal value as a matter of federal law.
This is applicable to all forms of marijuana, including CBD oils. As I am sure you
can understand, the use of marijuana, cannabinoids, and other forms or
derivatives has become an increasingly important discussion in our states. ;

As Attorney General, I am hopeful for the sake of children and adults suffering
medical conditions that research will conclude derivatives of marijuana will help
treat a child experiencing seizures or the pain of a cancer patient. If medical
research reaches this milestone, I strongly believe that three important conditions
must be satisfied for public health and safety reasons:

1. There needs to be FDA approval for marijuana or one or more of its
derivatives as a safe and effective drug;

2. A South Dakota doctor to prescribe the drug; and

3. A South Dakota pharmacist to dispense the drug.
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I understand that conditions two and three are outside your purview but
condition one, as the initial step, is not. There is a push in the states to legalize
marijuana, either completely including for recreational use, or in part as a
medical treatment. Having multiple jurisdictions with inconsistent regulations
and rules has created challenges for the states.

It is because of this, ] am urging the FDA to consider an accelerated approval
process for marijuana derivatives for medical purposes only. Either way, there
needs to be an answer as to the efficacy of cannabinoid CBD, for the treatment of
those stricken with epilepsy or other conditions that might be lessened with CBD
treatments based on sound scientific research. I am heartened to learn that
Sativex, a pharmaceutical cannabis spray and Epidioclex, a pharmaceutical
purified CBD by GW Pharmaceuticals has been approved by the FDA for “fast
track” designation to help expedite it through the clinical trial process.

It is my understanding that Sativex is targeted specifically at reducing pain
among cancer patients and spasticity among MS patients while Epidiolex has
shown positive Phase 3 Trial Results in the treatment of Lennox-Gastaut and
Dravet syndrome. This is truly a benevolent and compassionate endeavor, and [
hope we experience strides in research for curing or better treating severe,
intractable childhood epilepsy.

While I do not endorse any particular area of research over another, I believe that
the public health aspects justify that the FDA and DEA revisit the research
restrictions as it relates to Schedule I drugs, with an eye towards medical
research in controlled environments. For these reasons, I urge you to assist in
the determination of whether these developing cannabinoid medicines present
medical opportunities or are no more effective than current treatment options.
Should you have any questions or concerns, please do not hesitate to contact me
or my office.

Sincerely,

&~ i

Marty J. Jackley
ATTORNEY GENERAL

MJJ/Ide
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The Honorable Marty J. Jackley
Attorney General '

State of South Dakota

1302 East Highway 14

Suite 1

Pierre, South Dakota 57501-8501:

- Dear Attorney General Jackley:

This responds to your letter to Chuck Rosenberg, Acting Administrator of the Drug Enforcement o
Administration (DEA) and Robert M. Claiff, Commissioner of the Food and Drug Administration —
(FDA) dated August 19, 2016, regarding research restrictions involving marfjuana and its
derivatives, particularly cannabidiol (CBD). The DEA appreciates the opportunity to address your
congcerns,

As you know, both the DEA and the FDA have statutory roles related to this issue. Both
Agencies are fully committed to supporting lawful reséarch involving marijuana and its derivatives,
including CBD, while ensuring compliance with the Federal Food, Drug, and Cosmetic Act
(FFDCA) and the Controlled Substances Act (CSA). The DEA has taken a number of steps toward
that end, which are summarized below.

In December 2015, the DEA adopted anew policy (memorialized in a leiter sent to affected
registrants and announced on the DEA’s website) whereby the DEA waived certain regulatory
requirements applicable to those who are conducting research with CBD. Specifically, under this
waiver, those conducting clinical trials with CBD no longer have to request approval from the DEA
before implementing changes to their research protocols. (A copy of the announcement on the
DEA'’s website and testimony by Joseph T. Rannazzisi before the United States Senate Caucus on
International Narcotics Control on June 24, 2015, titled Cannabidiol: Barriers to Research and
Potential Medical Benefits, are enclosed for your reference.)

On August 12, 2016, the DEA announced in the Federal Register that the Administration has
adopted a new policy whereby additional entities may apply to become registered to grow marijuana
for the purpose of supplying researchers. {A copy of this document is enclosed for your reference.)
As the DEA indicated in the document, the new policy was prompted in large part by the growing e
interest ameng some researchers in conducting trials with marijuana extracts that contain a high '
percentage of CBD — and the corresponding need for additional strains of marijuana in the nation’s
supply of legally produced material available to researchers.

The DEA is also continuing to assess the current regulatory requirements for conducting
research with CBD to determine whether the agency can take further steps to reduce the regulatory
burden while continuing to protect the public health and safety.
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_ Finally, the DEA is actively evaluating how best to conduct a scheduling evalvation of CBD in
accordance with the CSA scheduling criteria, In carrying out this process, the DEA will be working
in close consultation with the FDA.

While the DEA shares your desire to facilitate research with CBD, and to carry out any
scheduling actions that are supported by the medical and scientific evidence, as you undoubtedly
recognize, the protection of the public health and safety must remain of paramount consideration,
Likewise, while we would embrace any decisions by the FDA to approve CBD drugs that have been
demonstrated in sound clinical trials to be safe and effective, to date, no drug product containing
CBD has yet to be found by the FDA to meet these appropriately rigorous drug approval standards.
Despite this, a number of unscrupulous entities have been marketing CBD products in the
United States in violation of the FFDCA. The FDA has published on its website some examples of
this unlawful conduct, for which it has issued warning letters. See :
http://www.fda.gov/NewsEvents/PublicHealthFocus/ucm484109.htm and
http://www.fda.gov/NewsEvents/PublicHeal thFocusfucm421 168 him.

As the FDA indicates in these announcements, many of the purported “CBD” products being
sold to the American public do not contain the chemical ingredients indicated on the labels.
Moreover, even a relatively cursory review of purported “CBD” products being sold over the
Internet reveals that those who are selling products often make outrageous and dangerous claims
about curative properties of the products — such as claiming they can be used to treat various types -
of cancer.

In sum, the DEA recognizes the possibility that drugs containing CBD might in the
future — perhaps even in the near future — be proven to be safe and effective for the treatment of
certain conditions and thus approved by the FDA for marketing, Until then, we will continue to
strive to make it easier for research to be conducted in this area while never losing sight of the need
to protect the public.

I hope this information has been helpful. For information regarding the DEA Diversion Control
Division, please visit www.DEAdiversion.usdoj.gov. If you have any additional questions on this
issue, please contact the Diversion Control Division Liaison and Policy Section at
(202) 307-7297.

Louis J! Milione
Assistant Administrator —-
Diversion Control Division
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HEADQUARTERS NEWS

December 23, 2015
Cantact: DEA Public Affairs
(202) 307-7977

DEA Eases Requirements for FDA-Approved Clinical Trlals on
Cannabidiol

DEC 23 {(WASHEINGTON) - The Unlted States Drug Enforcement Administration {DEA)
recently eased some of the regulatory requirements impased by the Controlled Substances
Act (CSA) for those who are conducting FDA-approved clinlcal trials on cannabidiol (CBD), an
extract of the marljuana plant. Thesa modifications will streamline the research process
regarding CBD's possible medicinal value and help foster angolng sclentiffc studies. The DEA
notlffed affectad researchers by letter of the changes, which take affect immediately.

Federal Regulatfon (21 CFR 1301.18) requires researchers conducting CBD-based clinfcal
trials under an FDA Investigational New Drug Application to have 2 DEA research
registration. This registration permits the possession of an approved amount of CBD for a
specific research protocol. Prior to now, researchers who expanded the scope of their studies
and needed more CBD than initially pproved for had to request, in writing, & modification to
thelr DEA research registrations — potentially delaying that research while the modification
underwent an appraval process that Includes hoth the DEA and the Food and Drug
Adminlistratton (FDA). Under these changes, a previously raglsterad CBD clinical researcher
who Is granted a walver can readily modify their protocol and continue thelr research
seamlessly. This walver effectively removes a step from the approval process,

Marljuana Is a Schedule I controlled substance because of the presence of
terahydrocannabinel (THC), marljuana’s psychoactive Ingredient, Because CBD contains less
than 1 percent THC and has shown some poientlal medicinal value, there Is great Interest in
studying It for medical applications. Currently, CBD Is a Schedule I controlled substance as
defined under the CSA. Though the FDA approves drugs for medicel use in the United States,
the DEA regulates the handling of all controlied substances, Including those belng used by
researchers to conduct studles,
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Statement of Joseph T. Rannazzisi ‘L
Deputy Assistant Administrator
Drug Enforcement Administration
Before the Caucus on International Narcotics Control o
United States Senate ‘ -
. June 24, 2015 ' :

Good morning Chairman Grassley, Co-Chairman Feinstein, and distingnished Members s
- of the Caucus, 1am pleased to speak with you about Drug Enforcement Administration (DEA) "
regulatory overszght of cannabidiol (CBD) and products containing CBD, and the requirements
necessary to conduct research on CBD, ' '

I Imtroduction

Under the Controlled Substances Act (CSA), every controlled substance is classified into-
one of five schedules based upon its potential for abuse, its cun'ent!y accepted medical use in
treatment in the United States, and the degres of dependence the drug or other substance may
cause. 21 U.S.C. § 812, The initial schedules of controlled substances established by Congress
are found at 21 U.S.C. § 812(c), and the current list of all scheduled substances is published at
21 CFR part 1308. Substances in Schedule I are those that have a high potential for abuse, no
ourrenély accepted medical use in treatment in the United States, aud & lack of accepted safety for
use inder medical supervision, 21 U.S.C. 812(b)(1).

Congrcss placed “mariluana” in Schedule I of the CSA and defined “marilusana” as all -
parts of the plant Cannabis sativa L., with certain exceptions for the parts of the plant that are not ' ‘
the source of cannabinoids. Among the parts of the cannabis plant included in the definition of
marijuana are: the flowering fops, the leaves, viable seeds, and the resin extracted from any part
of the plant, and every compound, manufacture, salt, derivative, mixture, or preparation of the
plant, its seeds or resin, 21 U.8.C. § 812(c) Schedule I; 21 U.S.C. § 802(16); 21 C.ER.

§ 1308.11(d). CBD derived from the cannabis plant is controlled under Schedule I of the CSA
because itisa naturally ocourring constituent of marfjuana. While there is ongoing research into
potential medical uses of CBD, af this time CBD has no currently accepted medical use in the
United States.

' The CSA and the Federal Food, Drug, and Cosmetlc Act (FDCA) contain provisions that
ate specifically designed to allow for both clinical research with, and treatment uses of ,
investigational drugs, provided certain steps are taken to protect the rights, safety, and Welfare of ' 7 -
human subjects. The Food and Drug Administration’s (FDA) drug approval piocess, as
established by Congress, represents the best way to ensure that safe and effective new medicines
arc available as soon as possible for the largest numbers of patients. :
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Currently, there are a number of researchers around the country who are looking info the
possible medicinal benefits of CBD. Because no drug products containing CBD are approved
for marketing under the FDCA, those wishing to conduct a clinical investigation involving CBD
under the FDCA must submit an Investigational New Drug applicetion to the FDA, which must
be in effect before any human subject may be enrolled in such investigations.

DEA is committed, congistent with the CSA and the FDCA, to assisting with the
healthcare needs of patients. In this regard, the DEA supports research involving CBD and its
potential capacity fo treat multiple conditions. In June 2014, FDA granted Fast-Track
designation to the investigational CBD produet, Epidiolex, for study in the treatment of a rare
form of childhood epilepsy. FDA has also authorized the use of Epidiolex under Expanded
Access, which is designed to facilitate the availability of investigational drug products to patients
while those drugs are being studied for approval. DEA supports the use of Expanded Access,
which provides access to treatments for patients with serious or immediately life-threatening
diseases or conditions, while preserving important protections for those patients. This is a
separate process that is available to patients, distinct from the Clinical Trials process.

GW Pharmaceuticals, the manufacturer of Epidiolex, has publicly announced that there are over
300 patients being treated through this program, including many pediatric patients with seizure
disorders. :

DEA will also work with HHS to evaluate CBD under section 201 (a) — (c) of the
Conirolled Substances Act (21 U.S.C. 811(a-c)). To accomplish this, DEA will initiate the
review of CBD and request & scientific and medical evaluation and scheduling recommendation
for CBD from HHS. Please be advised, although CBD products are currently being evaluated
under Investigational New Drug Applications, additional scientific studies may need to be
initiated and conducted to assess CBD’s abuse liability. Scheduling recommendations are
evidence-based, and DEA will provide any assistance necessary to assist HHS in its collection of
information critical to its scientific and medical evaluation and formulation of a
recommendation, '

II.  Current regulations applicable to research involving Schedule I substances

As you know, both DEA and the FDA have statutory roles related to the oversight of
research with Schedule I controlled substances such as CBD. DEA understands the importance
of supporting the efficient scientific assessment of marijuana and ifs constituents such as CBD
in connection with new drug development. DOJ and DEA ate fully comimitted to supporting
lawful research involving marijuana and CBD by ensuring compliance with the Controlled
Substances Act and the Single Convention on Narcotic Drugs, DEA will continue 0 review the
relevant regulations to ensure they are consistent with supporting lawful research, If this review
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determines that amending the existing regulations governing the Schedule I researcher
registration process is necessary to accomplish these goals, DEA would initiate the process to
do so, DEA will also continee to work with HHS to streamline the Schedule I Researcher
registration process and identify new opportumues for improvement. -

A,  Registration
The CSA requires:

Registration applications by practitionsrs wishing to conduct research with confrolled
substances in schedule I shall be referred to.the Secretary, who shall determine the

. qualifications and competency of each practitioner requesting registration, as well as the
‘merits of the research protocol. The Sectetary, in determining the merits of each résedrch
protocol, shall consult with the Attorney General as to effective procedures to adequately
safeguard against diversion of such conirolled substances from legitimate medical or -
scientific use. Registration for the purpose of bong fide reséarch with controlled
substances in schedule I by a practitioner deemed qualified by the Secretary may be
denied by the Attorney General only on a ground specified in section 824(a) of this title.

21 U.S.C. § 823(D). -

7 Section 823(f) provides, in essence, that where a practitioner seeks to conduct research
with a Schedule I controlied substance, the respective roles of the agéncies are as follows:.
(1) FDA determines whether the ressarch protocol is scientifically meritorious; and (2) DEA
determines whether appropriate safeguards are in place to prevent the diversion of controlled
substances and whether the registration would be consistent with 21 US.C, § 824(a).

In practice, the researcher submits a research protocol with his or her registration
application, which DEA forwards to HHS for review. Once HHS determines that the researcher
is qualified and the research protoco] is scientifically meritorious, DEA will grant the
registration, provided the researcher will have in place effective controls against the diversion of
controlled substances, and the ciroumstances do not warrant a dendal pursuant to 21 U.S.C,
824(a) (e.g., the applicant has not materially falsified the application, the applicant has not been
convicted of a controlled substance-related felony).

To date, DEA has not denied any research application that has met the CSA
requirements. In fact, the number of authorized Schedule I researchers, including CBD
resea;chers, continues to grow.1 Between November 2014 and June 4, 20135, the number of

! As of November 17, 2014, there were approximately 237 active Schedule I researchers registered with DEA. Of
those 237,166 were approved fo perform bona fide research with marijuans, marijuana exttacts, and marijusna

3
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researchers approved to conduct research with CBD on human subjects has increased from 16 to
41. As of June 4, 2015, there are 399 active researchers registered with the DEA to conduct
bona fide research with Schedule I controlled substances. Of these 399 Schedule I researchers,
265 active researchers are registered with DEA to conduct bona fide research with matijuana and
marijuana extracts that include CBD, and 41 researchers are approved to conduct research with
CBD on human subjects. Each of these 41 researchers is approved to conduct or supervise an
investigation with at least one study subject if not more with synthetic or plant-derived CBD. In
furtherance of our ongoing efforts to support CBD research, DEA will continue its pohcy of
expediting these applications.

B. = Amended Schedule I Protocols

" Under current DEA regulations, when a researcher who is in the midst of an ongoing,
approved study seeks to increase the quantity of the Schedule I controlled substance being used
for the research, the researcher must submit to DEA an amendment to the approved protocol,
21 CFR. § 1301.18(c). “Upon return of the receipt, the registrant shall be authorized to
purchase the additional quantity of the controlled substance ot substances specified in the
request.” Id. DEA forwards this information to HHS, and HHS “shall approve or deny the
request as an amendment to the protocol.” Id, Submission of an amendment does not stop
research with the previously approved protocol, which remains active. The researcher may
continue to conduct research pursuant to the previously approved protocol.

DEA’s role in the process is to ensure that there is accurate accounting and security for
the increase in material. From a diversion control standpoint, DEA needs to be informed of any
changes in the quantity of Schedule I drug to ensure that there continue fo be effective
procedures to guard against diversion of all such controlled substance material, Further, in some
instances, the Schedule I drug that is used in the clinical trial is imported. In such cases, where
the researcher secks to use more material than indicated in the original protocol, 21 CF.R.

§ 1301.18(c) allows the increased amounts to be legitimately used in research, thereby providing
the basis for allowing the increased amount to be imported pursuant to 21 U.S.C. § 952(a)(2)(C)
(authorizing the import of Schedule I substances if in limited quantities for research uses).

"The quantity changes might impact the scientific merit of the research; therefore, the
regulations require the researcher to provide to DEA end FDA notice of the additional quantities
of controlled substances that the researcher wishes to procure. FDA reviews the proposed

derivatives such ag CBD and cennabinol. Ofthese, 16 ressarchers were approved to conduct research with CBD on
human subjects. As of February 25, 2015, there were 372 active researchers registered with the DEA to conduct
bona fide research with Schedule T controlled substances, Of these 372 ressarchers, 247 active researchers wers
registered to condugt bona fide rescarch with marijuana and merijuana extracts that include CBD, As of June 4,
2015, there were 399 active researchers registered with the DEA to conduct bons fide research with Schedule I
controlied substances; of thess 399 researchers, 265 active researchers were registered to conduct bona fide research
with marijuana end marijuana extracts.
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increase in quantity to ensure that the protoool remains sc1ent1ﬁca11y sound and meritorious, and
safe for human research subjects.

C. - Supplemental Schedule I Protocols

If an approved researcher intends to deviate from the previously approved research
protocol other than in the quentity of controlled substance (e.g., if a researcher were to seck to
* expand the subject group to include pediatric patients, to include patients with different
dingnoses or suffering from life-threatening ailments, or to change the method of delivery of the
- drug), the researcher must submit a supplemental protocol to DEA. DEA forwards the
supplemental protocol to FDA for review end approval. These types of changes might raise
significant now questions concerning the scientific merits of the protocol. Close review is
important because maerial deviations in the'research protocol could potentially alterthe
scientific merit of the research and have impacts on the health and safety of the human research

subjects. For this reason, protocol changes noted in 21 C.F.R. § 1301.18(d) — unlike the quantity

chenges in 21 CF.R. § 1301.18(c) — are reviewed in the same manner as an original protocol.
The Schedule I researcher may continue research using the previously approved protocol until
DEA and FDA take the final action regarding the supplemental protocol.

D.  Processing Timeframes

It is important to act expeditiously on applicatiohs for Schedule I research. The
timeframes for DEA’s and FDA’s processing of Schedule I research applications are specified in
_ the regulations. DEA forwards complete Schedule I research protocols o the FDA within seven

-days of receipt; FDA notifies DEA of its determination regarding the merits of the protocol
within 30 days; and DEA issues a cerfificate within 10 days of receiving the FDA'’s notice.
21 C.F.R. 1301.32(c). It should be noted that although many clinical researchers may be subject
to a standardized protocol, thereby streamlining the process, some researchers must also meet
institutional and State requirements prior to approval. DEA works closely with researchers to
assist with the expedmous completion of theu' protocol submssmn and registration apphcation

IlI Conclusmn

The CSA allows for bona fide research with Schedule I cantrolled substances, prov1ded
that FDA has determined the researcher to be qualified and competent and the research protocol
to be meritorious. Researchers who meet these criteria, as well as the other criteria set forth in
the CSA, may obtain a registration to conduct research with a Schedule I controlled substance.

DEA is commitied, consistent with the CSA and the FDCA, to assisting the health care
needs of patients and supporting research involving CBD, DEA shares the view that medioal
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decisions should be based on science and adherence to established drug approval processes.
Accordingly, DEA will continue to make the teview and approval of Schedule I researchers a top
priotity, and will make evety effort to ensure that research continues where CSA requirements

are met.

1 look forwatd to taking your questions.




53846 Federal Register/Vol. 61, No. 158/Friday, August 12, 2016/ Rules and Regulations
DEPARTMENT OF JUSTICE There are a variety of factors {hat scientists, and research is ongolng in
influence whether and to what axtent this ares, some studies suggest that CBD
Drug Enforcement Administration such research takes place, Sume ofthe  may have uses in the treatment of
key factors--such as funding—are seizures and other neurologieal
21 CFR Part 1301 ; bayond DEA’s control.z However, one of  disorders, A growing number of
[Bocket No. DEA-~447) the ways DEA can help to facilitate researchers have expressed intersst in

resenrch involving marijuana is to take
Applications Yo Becoms Reglstered  steps. within the framewark of the CSA
Under the Controlled Substances Act  and U.S. treaty abligations, to increase
To Manufacture Marijuana To Supply  the lawful supply of marijuana available

For nearly 50 ysars, the United States

Researchers In the United States to researchers,

AGENCY: Dm.g Enforcement has relied an a single growsr to produce
Administration, Department of Justice. marijuana used in research. This grower
AZTION: Policy statement, operates under a contract with the
SUMMARY: To facilitate research {NIDA). This longstanding arrangemant
involving marijuana and its chemical  has histortcally been considered by the
constituents, DEA is adopting a new U.S. Gavarnment-ta be the hest way to

policy that is designed to increase the  satisfy our nation’s obligations undsr
nutnber of entities registered under the  the applicable International drug control

Controlled Substances Act (CSA) to treaty, as discussed in more detail

fruw (manufacture) marijuana to supply below. For most of the nearly 50 years
egitimate researchers {n the United that this single marijuana grower

States. Thia %olicy statement ex})lains arrangement hes been in axistencs, the

how DEA will evaluate applicat

such registration consistent with the the United States wag relatively

G84 and the obligations of the United  limited—and the single grower was ghle

States under the applicable te mest such limited demand. However,

international drug control treaty. In racent years, thare has been greater

DATES: August 12, 2018, publie interest in expanding marijuana-

FOR FURTHER INFORMATION CONTACT: related ressarch, particularly with

Michael ). Lewis, Offico of Diversion ~  regerd to certain chemlcal constituents

Contro), Drug Enforcement in the plant known gs cannahinotds,

P A , The term ""cannabinaids" generall
Adrministration; Mailing Address; 8701 refers to those chemicals unigue to the

. . cannabls plant fmarijuana),® To date,
2215%; Telephone: (202) 596-6812. more than 10C different cannabinoids
heve heen found in the plant. Ona such
Backgraund cannabinoid—known as cannabidiol or

r i CBD—=has received increased aitention
Rensons for This Policy Statement in recent years. Although the effects of
Thers is growlng public inferest in CBD are not yet fully understocd by

Murrissstte Drive, Springfield, Virginia

SUPPLEMENTARY [NFORMATION:

exploring the possibility that marijuans

or its chemical conatituents may ba used chemicals found In marijuan. These drugs are
Némlnnl (whg:h thei FDA appmvc‘:l fur the irestmant

| i of nanara and vomiting aseociated with cancer

medical conditions, The Faderal Faod, chemutherapy, anc for th ireatment of enorexla

as potential treatments for certaln

2 Fanding way actually be the moat important

Drug and Cosmetic Act requires that assoclated with weight loss in patiants with AIDS)
before a new drug is allowed to enter end Byndrea {which was apptoved for the same
the U.S. market, {t mustbe - Indications aa Marinol}.

demenstrated through adequate and fagtar in whether ressarch with marljusna (or any

well-controlled clinical trials to be both  cther axperimantsl drug) takes place, Whet.appears’
safe and effective for its Intended uses,  to have hean the grestest aplhe in max{unna
rasesrch in the United States onnurred ahortly after
; , tha State of California enactad Isglslation in 1009
Process, recognizing that it was essential 1 fund such rasessch. Speeifically, in 1964,
to pratect the health and welfare of the  Caitfornia enatted a law that established the
American eopla. "Calilfornla.dMarl{;:ann Rn;ieamh Plx;ngrsm'f ln!
davatop and condust studies on the potentia
A;thnu no drug product made from medicel utility of marjusna, Gel, Haalth & Safaty
marijuana has yet been shown to he safs  Coge §11362,9. Tha state jeglalature appropriated

Congress long ago astablished this

Ieagt 17 State-spanzared pre-nliniral or clinical

and effective in such clinical trials, ut:;{ll ﬂig!? ml}il!on fm;[ the mariigé]; reseaml:i
— i atudies, Over the next five years, tanejve:
Rgginﬂ?g%if;t&g‘;)}:;? é:[ tir;dN]gIt‘;l Ogna 1 applications for zegiatration in connertion with at
Institutes of Health {NIH}—fully studies of marijuana (all of which DA granted). 74
supports expanding ressarch into the PR 2101, 2105 (2009), Howaver, it eppears that once
potential medical utility of marijuana thed S;ate stoppad funding the rerearch. the studies
endod.

and its chemical constituents.?

Nationa! Institute on Drug Abuse

ons for  demand for research-grade marijuana in

* An acteptahle and hrorder dsfinition of

—_— " "cannsbinoids" includes net naly thoss chemisals
* Thars aré two FDA-approved drugs that condsin  wnique to the cannabis plant but 2lso their

a synthetle form of deonghinol, which s one of the  darfvatives and transformation products,

conducting research with extracts of
marijuana that have a particular
percentage of CBD and ather
cannghinoids. DEA fully supponts
research in this area, Bassd on
discussions with NIDA and FDA, DEA
has concluded that the best way to
satisfy the current researcher demand

_ for a variety of strains of marijuane and

cannabinold extracts is to increase the
number of federally anthorized
‘marijuana growers. To achievs this
result, DEA; in consultation with NIDA-
and FDA, has developed a new
approach to allow additional marijuana
grower's to apply 1o become reglsterad
with DEA, while upholding U.S. treaty
obligetions end the CSA, This poliey
statement explaina the new approach,
provides detaila about the process by
which potential growers may apply for .
a DEA repistration, and describes the
stops they must take to ensure thelr
activity will be carrlad out in
conformity with U.5. treaty ohllgations
and the CSA. ' :

The historical system, under which
NIDA relied on one grower to supply
marifuana on a coniract basis, was
designed primarily to supply marijuana
for use in federally funded research—
not for commercial produet
development. Thus, under the historical
system, there was no clear legsl
pathway for commercial enterprises to
produce marijuana for product
development. In contrast, under the new
approach explained in this policy
statement, parsons may become
registared with DEA to grow marijuana
net only to supply federally funded or
other academic ressarchers, but also for
strictly commercial endeavors funded
by the private sector and aimed at drug
produst development, Likawise, under
the new approach, should the state of
sclentific knowledgs advance In the
future such that a marijuana-dsrivad
drug iz shown to be safe and &ffactive
for medical use, pharmaceutical firms
will have & lsgal means of producing
such drugs ix the United States—
independsnt of the NIDA contract
ProGEss.

Legal Considarations
Applicable CSA Provisions

Under the GSA, all persons who seek
to manufacture or distribuie a controtied
substance must apply for a DEA
registration, 21 U.S.C. 822(a)(1).
Applications by persons seeking to grow
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marljuane to aupply researchars are
governad by 21 U.5.C. 823(a); see
generally 76 FR 51403 {2011); 74 FR
2101 (2008). Under section 823(a), for
DEA to grant a registration, two
conditions must he satisfled: (1) The
registration must be conalstant with the
public interest (based on the
enumerated criterts listad in saction
823(a)) end (2) the registration must e
_ conslstent with U.8, obligations under
the Single Convention on Narcatic
Drugs, 1961 (Single Convention), An
applicant seeking registration under
saction 823(a) hes "'the burden of
proving that the raquirements for such
registration pursuant to [this section] are
satisfied.” 21 CFR 1301.44(a), Although
. each application for registratlon that
DEA receives will be evaluated ‘
individually based on tts own merit,
some general considerations warrant
mantion here.

First, while it is DEA’s intention to
increasa the number of vegisterad
marijuana growers wha will ba
supplying U.S. resgarchers, the CSA
doss not authoerize DEA to register an
unlimited number of manyfacturers. As
subsection 823{a}{1) provides, DEA is
obligated o reglster only the number of
bulk manufacturaers of a glven schedule
1or It conirolled substance that is
necessary to “produce an adequate and
eninterrupted supply of these
substances under adequately
competitive conditions for legitimate
medical, scientlfic, ressarch, and
industrial purposes.” See 74 FR at
2127-2130 {discussing meaning of
subsection 823{a){1}). This provision is
based on the long-established principle
that having fewer registrants of a given
controlled substances tends fo dacrease
the llkelthond of diversion.

Consistent with subsection 823(a)(1),
DEA will evaluats each application {t
recaives to determine whether addi
such applicant te the lst of reglatera
prowers is necessary fo provide an
adequete and unintsrrupted supply of
marijuana (including axtracts and other
derivatives thoreof) to researchers in the
Unitod Statos.?

Second, as with eny epplication
submitted pursuant to section 823(g), in
determining whether the proposed
reglstration would be consistent with
the public interest, among the factors to
be considerad are whaether the applicant
has previous experience handling
controlled substances in a lawful
manner and whether the applicant has
engaged in illegal activity involving
cantrolled substances. In this context,
{Negal activity includes any activity in

I snaking this determinntion, DEA will consult
with NTH and FDA. a9 warrantad,

violation of the CSA (regardlass of
whather such activlty is permisaible
under State law} as well as activity in
violation of State or local law. Whils
past illegal condnct involving controlled
substances does not automatically
disqualify an applicant, it may weiph
heavily against granting the registration.
Third, given the in-dapth nature of
the analysis that the CSA raquires DEA
to conduct in evaluating these
applications, applicants should
anticipete that, In add!tion to the
information requested in the application
itself, they will be asked to submit other
information germane to the application
in apcordance with 21 CFR 1301.15.
This will include, among other things,
detailed information ragarding an
applicant’s past experience in the

manufacture of controlled substances, [’

addition, applicanis will he asked to
provide a written explanatton of how
they believe they would be sble to
augment the nation's supply of research-
grade marijuana within the meening of
subsactlon 823(a)(1). Applicants may be
asked to provide additional written
support for their application and other
information that DEA deems relavant in
evaluating the application under ssction
823(a),

Treaty Considerations

As stated above, DEA may only issue
a registration to grow marijuana to
supply researchers if the registration is
consistent with U.S. obligatiens under
the Single Gonvention, Although this
pollcy decument will not list all of the
applicable raquirements of the Single
Goavention, the following is &
summary of some of the key
considerations,

Under articles 23 and 28 of the Single
Convention, e party (i.e,, a country that
Is & signatory to the treaty} that allows
the cultivation of cennabis for lawful
uses (e.g., FDA-authorized clinical
triale) must:

(a) Designate the areas in which, and
the plots of land on which, cultivation
of the cannabis plant for the purpose of
producing cannabis shall ba permitted;

(b} License cultivators authorized to
cultivate cannabis;

(c) Specify through such licensing the
extent of the land on which the
cultivetlon is permitted;

(d) Purchage and take physieal
possession of all cannabis erops from all
gultivators as soon as possible, but not
later than four manths after the end of
ths hervast; and

# A dutalled explanation of the ilevant Single
Convantion requitamants can bs found In 74 FR at
2114=2118.

(e) Have the axclusivae right of
-imgnrting, axporting, wholzsale trading
and mainteining stacks of cannabig,

As DEA has stated in a prior

ublication, DEA carrias out those

unctions of article 23, paragraph 2, that
are encompassed by the DEA
registration systam [paragraphs [a}
through (c} abova), and NIDA carries out
those functions relating to purchasing
the marfjuana and maintaining a
monopaly over the wholesala
distribution (paragraphs (d} and (e)
above).® 76 FR at 51409,

Aas indlcated, DEA's historical
approach to ensuring compliancs with
the forsgeing treaty requirsments was to
limlt the registration of marijuana
growers who supply researchers to thase
entities that operate under a comttract
with NIDA, Under this historical
epproach, the grower could be
considered an extension of NIDA and
thus al] merijuana produced by the
grower was effectively owned by NIDA,
with NIDA controlling all distribution to
Tesearchers.

However, as further indicated, DEA
has concluded, based on discussions
with NIDA and FDA, that it would be
beneficial for research to allow
additional marljuana growers outside
the NIDA-contract system, provided this
could be eccomplished In &8 manner
consistent with the GSA and the treaty.
Toward this end, DEA took into account
the following statement contained in the
officiz] commentary to the Single
Convention:

Countries . . . which produca, . ,
cannebis . . . , {iln so far as they permit
privets farmars to cultivaia the plants. . . ,
cannot establish with sufficlent exactitude
the quantities harvested by individual
producers, If they allowed the sale of the
crops to private traders, they wonld not he
in & position 1o escertain with reasonable
exactitude the amounts which enter their
controlled trade. The sffecliveness of their
control régime would thus be considerably
weaksned. In fact, experience has shown that
permitting licensed private traders to

urchaee the crops tesulis in diversion of

arge quantities of drugs into illicit channele.
.. . [TIhe am&uisitiun of the craps and the-
wholesela and international trade in these
agricuitural products cannot be eatrusted to
privale traders, but must be underaken by
govornmental eutherities in the producing
couniries, Article 23. . ,.and article 28. . .
therelore require a government monopoly of
the wholesale and internations! trade in the
agricultural product in question in the
country which authorlzes its preductian,

Commentary at 278

“In satordance with the GBA, DEA arvies vut
functione that are indireatly relotad to those
spacified In artiels 23, puragraph 2(e). For example,
DEA rontrols imparts and exparts of cannabls
through the CSA registration and permitting syslem,
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Given the foregoing considerations,
DEA belleves it would be consistent
with the purposes of articles 23 and 28
of the Single Convention for BEA to
ragister marijuane growsrs outside of
the NIDA-contract system to supply
raasarchers, providad the growers agree
that they may only distribute morijuana
with prior, written approval from DEA.
In other words, in lisu of raquiring the
growers to operate under a contract with
NIDA, & roglaterad growsr will be
permitted i operate independantly, .
pravided the grower agrees [through a
written memorandum of agreement with
DEA]) that it will-only distribute
marijusna with prier, written appraval
from DEA. DEA belisves this new
a};pmauh will succeed in avolding one
of the scenarlos the treaty s designid to
prevent: Private dparties trading In '
marijuana outside the supervision or
diraction of the federal government,

Alsa, consistant with the purposes
and structure of the CSA, persons who
become registerad to grow martjuana to
sipply ressarchers will only be
authorized te supply DEA-registered
researchers whose protocols have been
determined by the Dapariment of Heelth

and Human Services (HHS)} to be
scientlfically maritoricus. See 21 UJ.8.C.
823(f). In 2015, HHS announced the
detetls of its current policy for
evaluating the merits of research
protocols involving martjuana. 80 FR
35060 {2015).

Finally, potential applicants should
note that any entlty %ranted a
registration o manufacture marijuana to
supply researchers will be subject to all
applicable requirements of the CSA and
DEA regulations, including those
relating to quotas, record keeping, order
forms, eecurity. and diversion cantrol.

How To Apply for a Registration

Persons interested in applying for a
registration to became a bulk
manufacturer of marijuana to supply
legitimate researchers can find
instructions and the application form hy
going to the DEA Office of Diversion
Control Web site registration page at
wivw.deadiversion, usdej.govidrugres/
index.hitmi#regapps, Applicants will
nesd to submit Form 225,

Note Regarding the Nature of This
Document )

This document is a general statement
of DEA policy. While this document
reflects how DEA intends to implement
the relevant statutory and regulatory
provisions, it does not establish arule
that is binding on any member of the
public, Any person who applies for a
Tegistration to grow marijuana (as with
any other applicant for registration
under the CSA) is entitled to due
process in the consideration of the
application by the Agency. To ensure
such due pracess, the CSA provides
that, before taking action to deny an
application for reglstration, DEA muat
sarve upon the applicant an order to
show cause why the applicetion should
nat be denied, which shall provide the -

};p[icant with an opportunity to raquest
saring on the epplication in
accordance with the Administrative
Frocedure Act. 21 U.8.C, 824{g),
Dated: July 25, 2016,
Chuck Rosenberg,
Acting Administrator.
[FR Doc. 2016-1785% Filed 8-11-16: 848 am]
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